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DETAILED ACTION 

Status of the Claims 

Applicant's amendments filed March 31, 2009 to claims 1, 7, and 10 have been entered. 
Claims 3-5, 9, and 11-14 have been cancelled. Claims 1-2, 6-8, 10, and 15-22 remain pending in 
the current application, of which claims 1-2, 6-8, and 10 are being considered on their merits. 
Claims 15-22 remain withdrawn from consideration at this time. References not included with 
this Office action can be found in a prior action. Any rejections or objections of record not 
particularly addressed below are withdrawn in light of the claim amendments and applicant's 
comments. 

Information Disclosure Statement 

Applicant has submitted several documents as listed on the information disclosure 
statement (IDS) forms that do not have an English translation provided therewith; and 
furthermore, do not present a statement of relevance listed in the IDS letter. These documents 
have not been considered by the examiner. 

Claim Objections 

Claim 1 is objected to because of the following informalities: 

• Line 1 of the claim should read "A sustained-release" as opposed to "Sustained- 
release", and 

• Line 1 of the claim should read as "for an amino acid derivative" or "for amino 
acid derivatives". 
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• Line 5 of the claim recites the term "basic functional group(s)". Examiner 
suggests adding the term "pH" after the word basic to further clarify that the 
functional groups behave as bases and are not reflective any type of functional 
group. 

Appropriate correction is required. 

Claim Rejections - 35 USC § 112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of making 
and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and use the same and shall set forth the best mode 
contemplated by the inventor of carrying out his invention. 

Claim 1 is rejected under 35 U.S.C. 112, first paragraph, as failing to comply with the 
written description requirement. The claim(s) contains subject matter which was not described 
in the specification in such a way as to reasonably convey to one skilled in the relevant art that 
the inventor(s), at the time the application was filed, had possession of the claimed invention. 
Line 3 of the instant claim uses the term "the polymer in is in the form of a fiber"; however the 
instant Specification discloses "a fiber structure containing said polymer" (pg 3) and a fiber- 
shaped polymer (pg 23). The recited polymer does not appear to have support in the instant 
Specification and the amendment to the claim appears to constitute new matter, as a polymer in 
the form of a fiber is different from a fiber containing a polymer and a fiber-shaped polymer. 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 
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Claims 1-2, 6-8, and 10 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claim 1 refers to an "amino acid derivative" with the formula [I] within its molecule. 
One of ordinary skill in the art would not be able to ascertain how an amino acid derivative could 
be represented by formula [I] as provided, as there are undefined groups on either end of the 
structure. 

Because claims 2, 7, 8, and 10 depend from indefinite claim 1 and do not clarify the point 
of confusion, they must also be rejected under 35 U.S.C. 1 12, second paragraph. 

Claim 6 lists the derivates of claim 1 as amino acids themselves, which would not include 
the additional undefined groups on the amine and carbonyl ends as shown in formula [I]. One of 
ordinary skill would not be able to ascertain how an amino acid can represent the definition of 
the derivative as recited in claim 1 . Clarification is required. 

Response to Arguments 

Applicant's arguments, with respect to 35 U.S.C. 1 12p2 over claim 2 have been carefully 
considered and are persuasive. The 35 U.S.C. 1 12p2 rejection of claim 2 has been withdrawn. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 
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Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by U.S. Patent 
5,508,164 (1996, Kausch et al) as evidenced by Molecular Biology of the Cell , 4 th Edition 
(2002, Alberts et al). 

Claim 1 recites a sustained-release polymer for an amino acid derivative containing 
formula [I] in its molecule, the polymer is in the form of a fiber and contains an acidic group 
ionically bonded to the amino acid derivative. 

Kausch teaches isolated chromosomes that contain histone within the DNA structure [col 
18, lines 19-30 and col 7, lines 23-24]. The chromosomes are threadlike structures of DNA 
(fibers containing acidic groups) and proteins, such as histone which contain amino acids with 
basic pH functional groups meeting the limitation of the claim. The peptides contain the recited 
structure of formula [I] as evidenced by Alberts [see attachment, Fig 3-1]. 

Claims 1, 6, and 8 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Japanese Application Publication No. JP 2002-284619 (Imori et al) as evidenced by Plastics 
Materials and Processes (2003, Harper et al). 

The instant claims recite a sustained-release polymer, in the form of a fiber. 
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further characterized in that the polymer contains an acidic group that is 
ionically bonded to an amino acid derivative of formula [I], wherein R is a 



group having one or more basic functional groups. The claims further recite the amino acid 
derivative to be selected from arginine, lysine, and histidine, and the sustained-release polymer 
to contain a carboxyl group as the acidic group. 
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Imori teaches of anionic polymers with carboxyl group content (of carboxylic acid) that 
act on amino acids with basic pH functional groups such as lysine, 
arginine, and histidine [pg 4, pars 10 and 1 1]. claims 1, 6, and 8 The amino 
acid is mixed with anionic polymers so the carboxyl groups of the polymers neutralize the amino 
acid containing basic functional groups prior to mixing in the cystine derivative [pg 2, par 5]. 
Anionic polymers include (meth)acrylic acid [pg 4, par 11]. 

While Imori is silent to the polymer being a fiber, one of ordinary skill in the art would have 
found the (meth)acrylic acid polymer to constitute a fiber as evidenced by Harper et al [pg 7]. 

Response to Arguments 

In Applicant's remarks (35 U.S.C. §102 (b) with regard to claims 1-14), Applicant 
alleges that Hansen does not teach of fibers as defined in the specification, but of particles, and 
fibers disclosed in Hansen is cellulose and does not meet the limitations of the claims (pg 6). 

Applicant's arguments with respect to 35 U.S.C. §102 (b) with regards to claims 1, 2, 6- 
8, and 10, have been considered but are moot in view of the new ground(s) of rejection. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 
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The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 USPQ 459 
(1966), that are applied for establishing a background for determining obviousness under 35 
U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating obviousness 
or nonobviousness. 

Claims 1, 2, 6, 8, and 10 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Japanese Application Publication No. JP 2002-284619 (Imori et al) in view of U.S. 
Patent 5,853,879 (1998, Takayima et al). 

The instant claims recite a sustaincd-rclcasc polymer in the form of a fiber containing an 
amino acid derivative of formula [I], such as lysine, arginine, and histidine, ionically bonded to 
the carboxyl acidic groups of the polymer. The claims further cite functional limitations related 
to elution rates of the polymer and that the polymer has a cross-linked structure formed by 
reaction of a nitrile group with hydrazine. 

Imori teaches cosmetics which blend a cystine derivative and a basic amino acid without 
generating an unpleasant smell. The amino acid is mixed with the carboxyl group of anionic 
polymers to neutralize the basic amino acid prior to mixing in the cystine derivative [pg 2, par 5]. 
claims 1 and 6 Anionic polymers include (meth)acrylic acid [pg 4, par 11]. Basic amino acids 
include L-arginine, L-lysine, and L-histidine [pg 4, par 10]. claim 8 

Imori does not specifically teach the eluting rate ( ) of the amino acid derivative when 
polymer is dipped in artificial sweat of 10% or more and five times or more that of the eluting 
rate ( ) of the amino acid derivative when the polymer is dipped in pure water. Imori also does 
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not teach polymers containing acidic group to have a crosslinked structure formed by reaction of 
a nitrile group with a hydrazine compound. 

Takayima teaches of high moisture-absorbing and moisture-releasing fibers of acrylic 
fibers crosslinked with hydrazine compounds such as hydrazine hydrate [col 1, lines 16-17, 36- 
37, and 56-59]. claim 10 

One of ordinary skill in the art at the time of the invention would have been motivated to 
use acrylic fibers of Takayima in the invention of Imori with a reasonable expectation of success 
as the functional group and the polymer type (acrylic acid) are the same as that of Imori. 

While the property of the elution rate is not explicitly taught in the prior art {claim, 2), one 
of ordinary skill in the art would have expected the elution rate properties to have been as recited 
as the components of the polymer for release of the amino acid was taught in the prior art, and a 
product cannot be separated from its properties. The U.S. Patent Office is not equipped with 
analytical instruments to test prior art compositions for the infinite number of ways that a 
subsequent applicant may present previously unmeasured characteristics. When as here, the 
prior art appears to contain the exact same ingredients and applicant's own disclosure supports 
the suitability of the prior art composition as the inventive composition component, the burden is 
properly shifted to applicant to show otherwise. Therefore the invention would have been prima 
facie obvious at the time it was made. 

Claim 7 is rejected under 35 U.S.C. 103(a) as being unpatentable over Imori in view 
of Takayima as applied to claims 1, 2, 6, 8, and 10 above, and further in view of U.S. Patent 
7,273,501 (2007, Nakashima et al). 
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The instant claim recitations are as stated above. The instant claim further recites the 
functional limitation of the polymer to have a saturated hygroscopic degree of 20% at 20°C and 
65% relative humidity. 

The combined teachings of Imori and Takayima are relied upon above. 

Neither reference teaches the polymer containing acidic group having a saturated 
hygroscopic degree of 20% at 20°C and 65% relative humidity. 

Nakashima teaches of moisture absorptive and desorptive fibrous structures with a 
saturated index of 10% or more and 65% relative humidity [col 3, lines 20-24]. The fibers are 
acrylic fibers (containing carboxyl acidic group) [col 3, line 29], crosslinked by hydrazine 
compounds [col 4, lines 17-20] such as hydrazine sulfate [col 7, line 32]. 

One of ordinary skill in the art at the time of the invention would have been motivated to 
use the fibers of Nakashima in the invention of Imori with a reasonable expectation of success, 
as the fibers contain the carboxylic functional group (acrylic acid), as the same polymer type 
used in Imori for interaction with the amino acids, and appear to be the same fiber type as 
Takayima. Nakahima further teaches that said acrylic acid fibers possess the desired hygroscopic 
properties as recited. 

Therefore the invention would have been prima facie obvious at the time it was made. 

Conclusion 

No claims are allowed. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to TRACEY SIMMONS WILLIS whose telephone number is 
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(571)270-5861. The examiner can normally be reached on Mondays to Fridays from 8:30 am to 
5:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward, can be reached at (571)272-8373. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 

/T. S.W./ 

Examiner, Art Unit 1619 



/Anne Marie Grunberg/ 

Supervisory Patent Examiner, Art Unit 1638 



